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VIA FEDERAL EXPRESS

Mr. TVW W. Schwdcnlxrg
hcchJr, Quahw Assurance& Regdmxy Affairs
Norland Medical Sys~ems, inc.
W6340 Hackbanh Road
Fort A~kinson, Wisconsin 53538 , ,. .

Drar Mr. Schwaknberg:

We reviewed the JUIY 28 lcrtcr fi-orn Ms. M Elizabeth Bwrman xgardmg labehng issues rela~cdto the
Orbasun~”~~TheIapCutic V]brmor (&basoneWJ a Jcwce m~rkmd by Norkmd Medical Syxerns, Inc.
(Nmkmd). We aJso rcvi~”wedyour wcbsim forthc ~bason~~ Mhttp.//vvww nor]and.colg. In the ~u]y

28 ldIIm, Ms. BJermw-Jnoted IhMNorkmd had mmovccl alI the objectionable clwrns from ~helabchng
for ~hcOrbasoxleTM,and from fiew wcbsl~~:,5%$a!so noted tha~IWrland had mkcn swps to axurc tha~
sales rcpresentanves ~nd djsmbumrs were aware ~hat the Orbasonc-JMcan only bc marke~ed for
gtmrzd pm rehef vmhotu reference to specdic sitvs on ~he body,

Our rewew of your re~)sed labeling for d)e Gbiisonem enclo>cd with TheJuly 28 Iemr and ym.Jr
wcbsjle shows T&t they SGIIrcfa-tme d~efollmvmg: “Musc]e, tendon and ]igamim ~~in can affec~
your overall health, cofiort and attitude. Whc~her ~hepam affecls soil msue m youT heel, bee=
shou]dm or elbow arcat It is hzwd m concen~iitr and pefiorm even ~heslmp]cst everydsy wsks when
pam is presem. T1-xOrbmon~ (TMJ can be wxd lo offm your pauems a trmmem deslgxd to prowde
soft Iissue rehef.”

Wc undensmnd that you marke~ ~heOrbw.mem as a Iherapeutlc wbramr, Therapeutic wbrators haw
been class~fied undtr TIIJC21 Code of F4eral Rem.htions (2 I CFR) 890.5975 as cIass I devwes that
are exempt from the prema.rke~notification requwernents m subpart E of 21 CFR part 807. V&n
marketed as suchz TIW&vices m this genenc catcgo~ arc “’ . jntcnded for various’uses, such as
relaxing muscles w-idrehevmg minor aches and pares.” “--

,,

The Orbasonem is being marke~cd for a dJf;~cnt intended LJ>C ~han~hedevices clmsdicd in 21 CFR
890.5975, which may ordy lx marke~ed for genera] relaxa~ion and mu-xx pam re]]ef. Because The
specific clalms on your Iabehng and websl~c indlcaw a d]ffiaen~ m~cndcduse and u~i]izea thfferem
fundamtwm] xicnntic ~echnology ~hm the ~herapewic vibrators, k Orbasonem ISnot exempt horn
pm-nxks~ no~ifi~atlon requircmmm. Wi~hout’tins exernpmm, you do nm have marktzing clearance
Iiorh Ik Food and lhg Admmwtranon (FDA) and marke~lng your produc~ is a v]olauon of the law.

Thc kgd rcquwcmcnts of rbe federal Food hg and Cusmenc Act (AcI) state ~ha~the product JS
aduhcraled under SCcnon 501(f)( l)(B) because you chd no~ob~ampremarkct approwd bmcd on

mfwmauon dtwlopcd by you that shows your dev~ce ISwfe and effec~ive. Your product ISalso
rrmbrandtd under section S02(0) of Ihe ACIb~catase you did IIOT subrrm ldhKIIJiJTI that shows your

device ISsubsumtjdly equlvzilcnt to other kvicts Ihm me legally marketvd.
, ,.~.- ...
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You should know that this serious violation of the law may result in the FDA taking regulatory action
without further notice to you. These actions include, but are not limited to, seizing your product
inventory, obtaining a court injunction against further marketing of the product, or assessing civil
money penalties. Also, other Federal agencies are informed about the warning letters we issue, such
as this one, so that they may consider this information when awarding government contracts.

It is necessary for you to take action on this matter now. Please let this office know in ,writing within

fifteen (15) working days from the date you received this letter what steps you are taking to correct the
problem and how you plan to prevent this from happening again. We also ask that you explain what

actions you plan to take with regard to OrbasoneTN’ units that have already been distributed in the U.S.

If you need more time, let us know why and when you expect to complete your correction. Please
direct your response to Edgardo Santiago, Chief, Orthopedic, Physical Medicine and Anesthesiology
Devices Branch, HFZ-343, Division of Enforcement III, Office of Compliance at the address in the
letterhead.

Finally, you should understand that there are many FDA requirements pertaining to the manufacture
and marketing of medical devices. This letter pertains only to the issue of premarket clearance for the
OrbasoneTN1 and does not necessarily address other obligations you have under the law. You may
obtain general information about all of FDA’s requirements for manufacturers of medical devices by
contacting our Division of Small Manufacturers Assistance at 1-(800) 638-2041 or through the
Internet at ~~ ://www.fda.gov.

A copy of this letter is being sent to FDA’s Minneapolis District Office. Please send a copy of your
response to District Director, Food and Drug Administration, Minneapolis District Office, HFR-
CE300, 240 Hennepin Ave., Minneapolis, MN 55401

If you have questions about the contents of this letter, please feel free to contact Mr. Santiago at (301)
594-4659, extension 109.

Sincerely yours,

Larry D. Spears ~/

Acting Director
Office of Compliance
Center for Devices

And Radiological Health


